United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



I0/50H.47I 



FILING DATE 



I 0/1 V2000 



FIRST NAMED INVENTOR 



Iliro\ nki Aburalani 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



7590 10/28/2010 

Davidson, Davidson & Kappel 
485 Seventh Avenue 
14th Floor 

New York, NY 10018 



NATARAJAN, MEERA 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/568,471 


Applicant(s) 

ABURATANI ET AL. 


Examiner 

MEERA NATARAJAN 


Art Unit 

1643 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 28 December 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 29-32,34,36 and 37 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 29-32,34,36 and 37 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 08 February 2006 is/are: a)\Z\ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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1 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
12/28/2009 has been entered. 

2. Accordingly, Claims 29-32, 34 and 36-37 are pending and will be examined on 
the merits. 

Information Disclosure Statement 

3. The information disclosure statement (IDS) filed 07/1 5/201 0 has been 
considered. An initialed copy is enclosed herein. 

Claim Rejections Maintained - 35 USC §103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. The rejection of Claims 29-32, 34, 36-37 under 35 U.S.C. 103(a) as being 
unpatentable over Yue et al. (WO/2002/026982, published April 4, 2002, cited on IDS 
filed 07/17/2006) in view of Ruben et al. (US Patent 7169565) are maintained for the 
reasons of record. 

7. The claims are drawn to a method of diagnosing cancer by detecting C20orf102 
protein, which is secreted outside a cell, using an antibody recognizing C20orf102 
protein in a blood, serum, or plasma sample from a subject. The C20orf102 protein is 
described in the specification as amino acid sequence SEQ ID NO:66 and gene 
sequence SEQ ID NO:2 (see Specification p. 50, 1st paragraph and Table 1, p. 73, No. 
TEG1). 

8. Yue et al. teach a method of diagnosing cell proliferative disorders (e.g. cancers) 
by detecting nucleic acid and amino acid sequences of secreted proteins. Yue et al. 
disclose "the invention is based on the discovery of new human secreted proteins 
(SECP), the polynucleotides encoding SECP, and the use of these compositions for the 
diagnosis, treatment or prevention of cell proliferative, autoimmune/inflammatory, 
cardiovascular, neurological, and developmental disorders" (see p. 31, lines 28-31). 
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Yue et al. disclose the gene sequence for C20orf102 (SEQ ID NO:2 of the instant 
application) and the amino acid sequence for C20orf102 protein (SEQ ID NO:66 of the 
instant application) (see previously attached alignment mailed 1 1/19/2008). Claim 30 of 
Yue et al. teach a diagnostic assay comprising combining a biological sample with an 
antibody which specifically binds to a SECP polypeptide and detecting the complex, 
wherein the presence of the complex correlates with the presence of the SECP 
polypeptide in the biological sample (see also p. 59, lines 5-6). Yue et al. disclose 
"sequences encoding SECP may be used for the diagnosis of disorders associated with 
expression of SECP" (see p. 60 lines 10-11). Yue et al. disclose several cancers 
including liver, lung, and pancreas (see p. 60-61). Yue et al. does disclose the term 
"sample" is used in its "broadest sense" and can comprise a bodily fluid (see p. 29, lines 
26-29), however Yue et al. does not specifically disclose a sample comprising blood, 
serum or plasma. This deficiency is made up for by Ruben et al. 

9. Ruben et al. teach a method of identifying polypeptides in a biological sample for 
the diagnosis of diseases using antibodies directed to said polypeptide. Ruben et al. 
disclose detecting expression levels of said polypeptides in bodily fluids such as blood 
serum or plasma (see column 30, lines 48-54). 

1 0. It would have been prima facie obvious to one of ordinary skill in the art at the 
time the claimed invention was made to perform the method taught by Yue et al. of 
determining the presence of C20orf102 protein using an antibody in samples such as 
blood, plasma or serum from a subject as taught by Ruben et al. One of ordinary skill in 
the art would have been motivated to do so with a reasonable expectation of success 
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based on the teachings of Yue et al. and Ruben et al. because Yue et al. disclose bodily 
fluids can be used in the method of detecting C20orf102 protein and Ruben et al. 
disclose bodily fluids such as blood, plasma and serum can be used in a method to 
detect polypeptide levels using an antibody directed to said polypeptide. Therefore, 
Claims 29-37 are obvious over Yue et al. in view of Ruben et al. 



Response to Arguments 

11. In the response filed 1 2/28/2009, applicants argue that the interpretation of the 
term "secreted protein" recited in Yue et al. has a broader meaning including proteins 
anchored on a cell surface, such as membrane proteins as well as proteins secreted out 
of the cells. Applicants cite page 83-85 of Yue et al. which discloses assays for "SECP" 
activity measuring the expression of SECP on the cell surface. Applicants further 
disclose that Yue et al. suggest "that C20orf102 is a protein anchored on a cell surface 
but is not a protein secreted out of the cell. In view of the different nature of the two 
proteins, a person skilled in the art could not combine the C20orf102 protein anchored 
on a cell surface as disclosed in Yue et al. and a method for detecting a protein present 
in free form in blood, serum or plasma as disclosed in Ruben et al." (see p. 7, 2nd 
paragraph of Applicants arguments filed 12/28/2009). In addition, applicants argue Yue 
et al. discloses expression of the gene coding for the C20orf102 protein and "fails to 
show expression of the C20orf102 protein and it is well established in the art that the 
expression level of a gene and the expression level of the corresponding protein are not 
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always consistent" (see p. 7, last sentence of applicants arguments filed 12/28/2009). 
These arguments have been carefully considered but not found persuasive. 
12. Yue et al. teach a method of diagnosing cell proliferative disorders (e.g. cancers) 
by detecting nucleic acid and amino acid sequences of "secreted proteins". Applicants 
are correct in pointing out that the term "secreted proteins" recited in Yue et al. includes 
not only proteins secreted out of the cells but proteins anchored on a cell surface as 
well. However, this clarification of the broad definition of the term "secreted proteins" 
does not suggest that some of the proteins identified in Yue et al., in particular 
C20orf102 (based on sequence alignment) is a protein anchored to the cell surface and 
therefore could not be present in blood, serum or plasma. Yue et al. disclose that SEQ 
ID NO:3 (which is 100% identical to the amino acid sequence SEQ I D NO:66 identified 
as C20orf102 in the instant application) contains a signal peptide which mediates 
protein transportation or secretion (see p.33, lines 12-15). The instant specification 
discloses on p. 50 (see 1 st paragraph) that the secretory signal of C20orf102 protein 
corresponds to 1 to 24 amino acids in the amino acid sequence represented by SEQ ID 
NO:66. This would suggest that "SECP-3" indentified in Yue et al. as SEQ ID NO: 3 is 
the same secreted protein (not anchored) as disclosed in the instant application as 
C20orf102 (SEQ ID NO:66). Furthermore, Yue et al. not only discloses methods of 
detecting gene expression but protein expression as well. Yue et al. teach "a proteomic 
profile may also be generated using antibodies specific for SECP to quantify the levels 
of SECP expression. In one embodiment, the antibodies are used as elements on a 
microarray, and protein expression levels are quantified" (see p. 65-68). The teachings 
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in Yue et ai. provide adequate motivation for one of ordinary skiil in the art at the time 
the claimed invention was made to perform the method taught by Yue et al. of 
determining the presence of secreted C20orf102 protein using an antibody in bodily fluid 
samples such as blood, plasma or serum from a subject as taught by Ruben et al. 
Therefore, the rejection of record is maintained. 

All previous rejections are withdrawn in view of applicants amendments to the 
claims in the response filed 12/28/2010. 

Conclusion 

1 3. Claims 29-32, 34, 36-37 are rejected. 

14. No Claim is allowed. 

1 5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MEERA NATARAJAN whose telephone number is 
(571)270-3058. The examiner can normally be reached on Monday-Friday, 9:00AM- 
6:00PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Misook Yu can be reached on 571-272-0839. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Meera Natarajan/ 
Art Unit 1643 
October 25, 2010 



